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TPL Review for SE0003201, SE0003204, SE0003206, and SE0003208 

1. BACKGROUND 

1.1. PREDICATE TOBACCO PRODUCTS 

The applicant submitted t he following predicate tobacco products: 

SE0003201: Union Full Flavor King Box 

Product Name Union Full Flavor King Box 

Package Type Box 

Package Quantity 20 cigarettes 

Length 84mm 

Diameter 7.8mm 
Ventilation 12.4% 

Characterizing Flavor None 

SE0003204: Union Gold King Box 

Product Name1 Union Gold King Box 

Package Type Box 

Package Quantity 20 cigarettes 

Length 84mm 

Diameter 7.8mm 

Ventilation 27.2% 

Characterizing Flavor None 

SE0003206: Union Platinum King Box 

Product Name2 Union Platinum King Box 

Package Type Box 

Package Quantity 20 cigarettes 

1 The Office of Compliance and Enforcement {OCE) requested additional information to complete the predicate evaluation. 
Because the Office of Science {OS) requested that OCE perform an addendum to capture the characterizing flavor associated 
with the predicate tobacco product as well as to perform a final predicate evaluation review, OCE performed Independent 
Evidence Research (IER). The IER did yield additional evidence to demonstrate commercial marketing and upon reevaluation of 
the evidence submitted, OCE determined that there is sufficient information to link the evidence submitted to the predicate 
product. OCE notes that despite the representation made by the applicant the results of the IER appear to suggest that the 
name of the predicate product as it was commercia lly marketed in the United States as of February 15, 2007 included "Lights" 
instead of "Gold." Therefore, based on the totality of the evidence, including independent evidence research conducted by 
OCE, OCE can reasonably conclude that the predicate product was commercially marketed (other than exclusively in test 
markets) as of February 15, 2007. While the predicate product name in the scientific reviews was ident ified as Union Gold 

Kings Box, the predicate product has recently been identified as Union King Size Box Pack Lights. This information does not 
alter the evaluation of the scientific reviews due to the incorrect predicate product name. 
2 The Office of Compl iance and Enforcement {OCE) requested additional information to complete the predicate evaluation. 

Because the Office of Science {OS) requested that OCE perform an addendum to capture the characterizing flavor associated 
with the predicate tobacco product as well as to perform a final predicate evaluation review, OCE performed Independent 
Evidence Research {IER). The IER did yield additional evidence to demonstrate commercial marketing and upon reevaluation of 

the evidence submitted, OCE determined that there is sufficient information to link the evidence submitted to the predicate 
product. OCE notes that despite the representation made by the applicant the results of the IER appear to suggest that the 
name of the predicate product as it was commercia lly marketed in the United States as of February 15, 2007 included "Lights" 

instead of "Platinum." Therefore, based on the totality of the evidence, including independent evidence research conducted by 
OCE, OCE can reasonably conclude that the predicate product was commercially marketed (other than exclusively in test 
markets) as of February 15, 2007. While the predicate product name in the scientific reviews was ident ified as Union Platinum 

Kings Box, the predicate product has recently been identified as Union King Size Box Pack Lights. This information does not 
alter the evaluation of the scientific reviews due to the incorrect predicate product name. 
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